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I. ,: ~,-;, r 

SUMMARY: The Food and D rug Administration (FDA) is’amenning fts ’ ” -‘.’ -’ 
. ,_. :~ sj ‘. 

” .‘?‘, ., __>, 
regulations to reflect name and address changes for the: Office cf Compliance, 

.( 1,. :, - %l_ “, 
Center for Drug Evaluation and Research (CDER). This &on’is editorial in ’ ‘_’ 

I .b 1, 
, ,. ̂  ,, , ‘. 

nature and is intended to provide accuracy and clarity ‘to- the~agency’6 
: ‘, ‘. 

regulations. 
<. >.~.-_._J > ,.,Y._. ., ., ,. I, 

EFFECTIVE DATE: [Insert date ofpubhcation’in the Federal &q&&~-~. .’ ‘~ __ ““L ‘- .~’ -i .*’ ‘* ‘“’ 
. i ., /I ,p ‘..>..) \*. .;. ._ “’ >! LA -;; ,, 

FOR FURTHER INFORMATQN CONTACT: Mary C. Hennessey, Office of Cbi$iance, (-I, ,. * ,_,. : 1_ I “. ^ #C_ 6, 6.. x ,_. . (,<, ,.. -, : ._ :: Center for Drug Evaluation mdReseardh (lHFDtfi-~~o), Fbod an;d D,&g. _ ,* ,,,I ^ 4 .I,. “. ** *:. i *’ I.&. “” . . 
1. II _ ./” .‘,. j / sl irili*L, ,Y” ,,-s +_^a* k.,v.,- - /’ : Administration, 56*o Fishers Lane, Rockviile; MD.$+r;. Sgp&$.8g~o~ ::.‘” :.- A, _, ‘; ,>’ : _ i .I/3 . 

.“__ .I T :’ ” -,_ i. ‘_ ‘I ~‘i , ,. :,+Ai I : ‘:’ r II 
SUPPLEMENTARY INFORMATIQN: FDA is amending its regulations in 21 CFR parts ,, . , ‘: 
1, 5, 26, 203, 207, and 314 to reflect name and address changes for certain ” 

., ,a ,- 
j_ I I. .‘. s ,,..llY ,,,. \1_ :‘.,‘f ^.. ,.~ ,_ _. / ,, s .3i-, :<.:a S?, ,-1 - divisions of the Office of %ompliance, c-=FGR: The -.; &s-Age‘s Lie~~g--ti~f~. ‘.“I 2; :, I _ ir .I” ,. I 

: /, 
, ;.: :- -- ‘_( :*,: , ,‘i, 

of a reorgamzation’in CDER’s Office of Com$iance td imprdve .coordinatron 
,9. 1 r. 

/,, / ,: 
and communication and to enhance the office’s capacity”t6 krijjlement ri&. “’ 

.,) 
t 

management approaches to compliance activities. The ad&ass ,~cj-mnges.are~ due 
.,, ;: ~ . . . I 

. . . .+ i 1, _. 
to the relocation cf CDER’s ‘Cffice’df Compliance. ; * ~ ,, .i., _ ,... .,/a1 j.. .,,_, .,,. /, _ /._. &.. i / 8%. *_ / 3 ( : ,, ” 

cd03147 



Under this reorganization, the following organizational changes are . j. ._ ’ 
,, I 

reflected in the amendments made by this final rule: i 
2 I: 

.” 1,. j> ,:;, I. .__‘, 6 j,, .*: :‘?~ “, _* : ’ L- $. i ::: +.:; ‘>,’ y d? _ ~7,: y .-:.:...: ~ ‘,,_ i s _,,. 
l The name of the former Division of Labeling’and. Nonprestiription Drug ’ ’ _ 

_/ A ;. . .__ d,.<.,,.S .‘*I‘, ‘;* _,._: .-‘o ,“.__~I # ..r . .._ 42 I a.._ .,,1/j ‘..A:~*, ‘“T ,i., ii,. xi ,. i : I ,,*>.;+ ‘~ ;’ />_ . ,.,_ 
Compliance has been changed to the Division of New Drugs and Labeling li I.. .“‘_.. 

, 
Compliance, 

l The name of the former Division of Prescription Drug Cbmplian& and 
I _ 

Surveillance has been changed to the Division of Compliance’Risk i _._. ., ““/_,~< i.-” :’ :” ‘(, ,_ /h.,/. _,/a .,r+ ,^. .“,i -_ _ ; _ 
Management and Surveillance, and 

i _‘,)’ ::, ,,; :i. 
,*, ‘ : 

l Information sent to or obtained from the Drug Listing Bram&is~now 
‘ ‘,.. i I * I I, <. . 

-1 _ ./, ., ,: : I_ ! :” 1. *‘;, :- ‘ ;,. _, ,“\ :, .- 
maintained and distributed by CDER’s.Re&rds Reposiiory’T~~~.~l’-*“ 

_’ L . . _I-* //, ,J. ,, , _,, >a%:,. 1 / %. ,., ‘ “I 
I, ;~A ,I -‘__ _.‘ , “1 ^” ,* _ i 

The amendments also include: 
,1 _, “I/ < 

.I ,‘: 
* 2 i ; , !, ” .$,. ‘.. ,_ I s!-,,.. 1 )I;-? 

l The new mailing address of the-Office of Compliance, CDER,‘and “- *” “ 
_? -._. i .*i ,: ‘:; ;:,“. 

.’ I/ ’ 
_. I ’ , . : : ,. ,( ,: :‘: -? :/ ( I. ,)-, 

l The new mailing addresses ‘of ‘specific divisions “within the *Offick of ’ ‘.’ 

Compliance (CDER) and for the Records Repository-Team. 
.’ 

, __,  ^ .. ,), : “(-- 
._ 

“” ,,11, 

I ., 

Publication of this document constitutes final action on these changes 

under the Administrative Procedure Act (5U:S.C. 5!5$). ‘Notitie an‘dhublid -. ” ’ )_ ,(i_ , ? jl ,. ‘: -, ,. ” ., 1 ., I ‘t, :‘ 
procedure are unnecessary because these amendments are nonsubs$ntiv& ” ’ . L‘j :. , .*‘: ‘,> _’ ~I i - ” /_ %. d :.:2x..:. :.r‘,&?A”s . . . ...‘...* ,, _“. .ii,.. ) :: : ,‘, 2 .: iI .J.), -0, ~ , i __.” . 
List of Subjects 

21 CFR Part 1 / ,, -., _//” , 
: -1 i , < : ;;,d ,*.~*%../*,. -,:si,. : I, -, 

Cosmetics, Drugs, Exports, Food labeling,Imports~ Labeling, Reporting and ‘. ’ ” ‘.--*“” ._, ,.,: ,> .I. ,e(.“I.” ,.._/I( ., 
recordkeeping requirements. 

21 CFR Part 5 
L .,.‘ 

:: .- f 
Authority delegations (Government agencies), Imports, Organi?ation and 

d .” ; ’ ., _: ) 
functions (Government agencies). 

/ ,;s .’ : 
(, 

), _j ,> :  

‘.. 

,- 



3 

21 CFR Part 26 .^ i I, 9 : 
Animal drugs, Biologics, Drugs, Exports, Impo%.“” ” ‘.. _ I..‘-^ 

.<,i:‘*i 1 ,,” ,,“L. :,., ,,$?G,’ Ai. -)” ,: . _I’ 
-,_ I ._ ,.. ,.._” , Lt .,* ,. ,:” ._, “I .\ _/.I..j a 

21 CFR Part 203 
._ 

Warehouses. 

2lCFRPartZb7 ’ * 

Drugs, Reporting and recordkeeping requirements.’ 
-. . . . -” * _. , % si 

_ _.‘.“. ,, 1 I 1 ,. ,, i 

21 CFR Part 314 ),. i .,, - *, [: ‘,-,I; “, \-:, ,‘;I ‘.:,‘.&.a ,, . . L. - ‘/ I‘ (“_,: 
Administrative practice and pro.ce.dure, Confidential business informat& . . 

Drugs, Reporting and recordkeeping requirements. ” t s_.- “1 : .,’ 
I Therefore; under the Federal Food, Drug, and Cosmetic Act and under ‘~.‘. y ” ” ’ * I* . 
authority delegated to the Commissioner of Food and Drugs, 2'1 CER ia& i;. ’ ‘. 

_’ 

5, 26, 203, 207, and 314 amended,as follows: 
1_ are 

PART I-GEl\j~RAL EN~dRCEM~~~ .REGULAT~oNs”,~* j.:“_,CI1 I  “;.;,‘.*, i b-,: ,‘:“ i&‘? ‘>, % ^“> :y :  <. ; , . ;  1 / .  ,  ‘( 

(/ ,  

“ -. ,’ 
,  

m 1. The authority citation for 21 CFR part I continues to read as fo@ows:,;,,,,,~ 

‘,,,, _.,P” ,,.%- ,:n c.. ,i 
Authority: 15 U.S.C. 1453,1454,1355; 19 U.S.C. 149&~&l; =Zi U.sk. 321,‘331; “““ ‘” 

,~ _; >$ “2 ,.g ,:” ” ~: ” ,“‘“,~‘ ..j ,. *a; _ b;.; ; ,g-.;>& “< ,;>‘: .v,‘. 2 1. 
3.32,333,334,335a,343, 35Oc, 350d, 352,355,36Ob,362;371, 374,381,mZi82,'393; * _(. '-' _w, ;., _ "‘ , _.., :. ., 
42 U.S.C. 216, 241, 243,262,264. , 

,_I_, ,_ .,- ..-. 1 "jl --~ "~/ .,,, ._ -* _I_ _x ____c__." ,,-, -I_ .-, (i. I -r.-- . . . -"- 
/&jJlOl .Y 

.” 
Notificbtiop and-.recor~~~eeplng.~ --,s..“.. ..-“.._ ._, j ,.,__-_ . ” */ .x C” ‘?*.jr-, M,V. ‘{b-‘l’i; 

n 2. Section 1 .lOl is amended by revising”‘$r!agrahh (d)(Z)( f t _’ ‘& ‘L“‘i .-‘” Li ‘;a*, I,,+,iw&:; &C-: .&f, ‘*I* o read as f”ollows: 

9 
, ,_ 

. 
* * * * . 

(4 
* * * ,^,“. ,\ : 

(2) 
* * * 

(ii) For human drug products- Division of New Drugs and iabeiing 
‘../ 

Compliance (HFD-3X0), Office of Compliance, Center for Drug Evaluation and _a iL. _. _, L ),,. _. / ;: “. ,),‘ ~, .-eye ,,‘,” ,l.,.. ,. /;.. . \“; ,. ” - ,,. ,__ ,.. /” ._ “. , “, ., ., I. . .,, 



q 3. The authority citation for 21 CFR part 5 continues to read’as’follo&: . :. “‘. ‘. 

Authority: 5 U.S.C. 552;‘Zl U.S.C. 301-397: ’ ‘. ” ‘- 
‘II ,I) ,-. ^, 3. *, 

_iI^_ .’ 
. I>,, .I_i_, .I _. “, 

n 4. Section 5.1100 is amended. under the heading “CENTER FOR DRUG * .” ,_ ,. -. _. .:_ _, ‘,“_ i_ ‘s 
EVALUATION AND RESEARCH.l” .by removing the entries ^. 

. I  .  
:  .,‘.L f  I’, 

,” , .  

“Office of Compliance.6 
; II ,, ; 2. L1 ., ;., 

I .‘ “1 *_, ,, “ ,. ),. , / 
‘, :‘~,ii.e- ,&. _,)O ?\ .‘. .;_ jl j “1 i., “- ._ ,., 

Division of Manufacturing and Product Quality. ” 
2 

._ ‘_. !. 
..“” ,: ,:: .‘I1 .;:s ._: 

Division of Prescription Drug Compliance and Surveillance. _ -I < _“’ .; ., : L\,,‘_/” .I . _ * -, ._,_ -. __ ,_,,.. )._. l._. 
Division of Labeling and Non-Prescription Drug Comphance.” and by tidding ., ). \I ., % ” ; _ “j -, 
in its place the entries 

/_ ,, / 

“Office of Compliance.* 

Division of Manufacturjng and Product Quality (HFD-%20). 
_‘( ./_ 

” : \:. :, :: :, ,_ : -_ I ,~I I i. _,“:._.l~,, 
Division of compliance fink ~~~~~~~~~~ and surveill;-& [~bf&$h&: 1, >z,: : , _I ^. : :‘r 

“, ,,,I 

I _ ) _)_ 

BI 5. The authority citation for 21 CFR part 26 continues to readlas’follotis: 



321, 331, 351, 352; 355, 360, 360b, 36Oc, 360d, 360e, 36of, 26bg,-360h; 36Oi, %lj; 
,. ,P_ ” ,^._ _ 

3601,360m,371,374,381,382, 383,'393;42 U.S.C.  216,24;1.,"2421,262,.264;26;. 
’ 

_“)‘ 

/  
, I ,_ ,’ a: .  -% I .  , . .  

2;” j” c  / . .  
,  .  I  ._*.-.  (‘). 

fax: 301-594-2114” and by adding in its place the phrase”~~~~‘~~~~~~~~Es~‘iane,‘~j ,,’ 1 ,c 0tq- i , ,. x, I _. ..l 1 1 ,. 1- 
” . i: ,., ; ‘_ ,;- _. ,” _>’ : 

Rockville, MD 20857, phone: 301-827-8910, fax: 30~--~27-+991t~‘,~ ! ~ -” 
pq-cq 

._ __ 

5 203.12 [Amended] ‘! . .(. “,. ? 
1-, . ‘ ,.,,* _” *; ) .( i (,., *_,,?, ,>” ~b a,- ,_ : 

D 8. Section 203.12 is amended in the first sentence by removing the phrase-’ -‘- ’ 
.l-“_/“I),_ ! -.,,I 

c ~ 
r y. ~ _) _( :“; -. ,~5&a+ss,.““-‘” (I ‘La.** ‘:~x~i~d”:rN.~i,“ir,~;“*,rl v, .\‘I_ ii ,: 1‘ I( . I-‘* “7520 Standish Pl., Rockville, MD 26855’““&d by addmg m its place the phrase ,/ 

“5600 Fishers Lane, Rockville, MD 20857”,^ ’ 
__.“I._ ~.. I -...., __ -. ?. ,, 

, 

9 203.37‘ [Amended] 

*  *  3: 

i;l (_ 

*  *  
^ 

I,,..‘, ,  

(e) Whom to notes at FDA.  Notif icg~idns ‘a.~d.repd-~s conjoining:“’ .‘I.: _ ’ .‘ 
_. 

.  /_ 

prescription human drvgs shall be made to me Divisio; of’c&ti‘~li.&d~~~ik’ ,\+/ ii ,(I x^ ‘i *_.  < Z’ 

__ : 
Management and Surveillance’~KLFD--330); office of Compliance, Center for” 

.; :  

..’ ’ 
.,” -~ 

’ ^F _ai ,:.“n.v,,“. :-$.t,“,$.:.- ‘,,,e . (I. _I ,,I ,.” /._ *I, ‘- _* L ; ,I?: ‘1,. ; .,’ 1 
Drug “Evaluation and Research, Food,,and,~Drug Admin&&on, ‘5666. Fishers’ “’ “‘- 

,^, _,) -,‘,A , ~=* ‘_. ,,,, 



8 203.70 [Amended] “-(. I_ 
. . _” 

n 10. Section 203.70 is amended in paragraph (b)(i) byremoving”the p&se 
.,I 

. . I ,. :” _” i- : ;, . i,/\ ,&. <“.,i,‘.., :i , ̂ , .~: __ I. .,, i 
“7500 Standish Pl., Rock&he, MD iOlj$~” and by addmg in its p&e&e phrase 

..;, 1‘ 

/ 1(_. ._* ,. _,,j 
“5600 Fishers Lme, Rockville, MD 2o857’,. ,:_ ” .I, : 1 .’ .I‘., (1 : _,a ::.; )’ ~‘i I;, i: ,~ .-, j, 

I.,, ” I ,.‘I _. j_,, ,>, ._ _. 

- 
, 1 1. The authority citation for 21 CFKpGf ibi contiG.&%~sl‘tij~~~d gGf6ntj..i:‘L .a:, ’ .’ s _ <I\. /. / ^j._ d”\, 

c( jx ,, : ; . , 

,e .(i_. .!, _, 
., Authority:ZlU.S.C. 321, 331, 351,5522,355,360; 3&1,371,374,3t@,&3*42 

.a. 

_, 1~ ? 

. _.,. -’ I) : ,, ,, ” 

U.S.C. 262,264,271. ,_ _. . . , 

. _ 

1 < 
5 207.7 [Amended] 

n 12. Section 207.7 is amended in paragraph (d) by removing the phrase “Drug ” 

Listing Branch (HFD-534)” and by adding in its place the phrase ‘?3ecbrds’ 
:- ; . 

Repository Team (HFD-143)“. I ” 

% .“I 

5 207.22 [Amended] 
,“: ~2 : ,. 
, ;._, ::. ..: _^ I, :’ ” 

n 13. Section 207.22 is amended in paragraph (a) by removing~the phrase’%!&’ 
‘j_ -’ ,( __., Listing.Branch (HFDL334),, and by adding .in -its place ifi& plirase”‘i’~~~c~~~~.~‘.‘., x b__> ““_~L__.~ -I _*,_ . 

Repository Team (HFD-143)“; and in paragraph (b) by-removing the phrase . ’ ” ’ ’ 1 ‘; 
“Drug Listing Branch (HFD-334)” and by adding in its place the p~ras~‘~~~~~~~o~d”- .” ” ,‘ _) 

Repository Team (HFD-143)“. 
,_ ,“~ ,l^_._ ._I ,._ ,.: ‘* 

,.. ;, 2. ,. . ._I _ 
q 14. Section 207.37 is amended by revising the introductory text of paragraph ’ ’ 

. 
(a) to read as follows: 

§ 207.37 Inspection of registi-atSoti$ and dk$ listhi&. ’ 



: ,_ ; ,: ,., 
Lane, Rockville, MD 26857’.*In”addition, copies of these forms ‘for S ^’ .- ‘I 

.* L ‘, 
~ ,. *:-*, -.i:..,x ;,,,.,\ ,,_ I.,.*‘*_ !‘ey.‘I ‘( ..*,- -.:a.-, .,- ., 4 “. .j , ,:: ,(, -‘ x, _ 

establishments located within a particular geographic’&% *~~~‘~:~~~~~~~~e~:~~~~,~ ;’ , !_-, ,” ’ - ‘: .. ;_, _ >_// ‘-m: ij.. C”,~> .,$;-“y .6 ‘:*c, ‘, .’ _.) _” I)( ; 
inspection at FDA district offices res$%&ie for that geogral&ical area. Copies ,,,. * , ,, ,- wd;.L r.a.6 ‘“<<b&W &r‘ &.X +il, 
of forms submitted by foreign drug establishments’ areia’varlable for inspection 

., : _, -~;l”ri‘iuc...;*,i7,1 ,,, (s;l‘.l* ,*, 
” ,_ 

,~ :..,.., f :.,~\” 42 I, 
at the Division of Manufacturing and I%%luct Quafity,‘Foreign Inspection~~Team - _’ ._,_ .,,, ,., ,” .: <’ I_ _. _’ .I -. ,I 
(HFD-325), Office of Compliance, Center forDrY@ l%&ation andRes&rch~~~ ’ ’ x 

” ,. .) _ . Food and Drug Administration, 5i;;oo F;sh‘ers ‘iane, R+~~qqj.j y&&y+& ‘“4”i.- r AL 
,’ 1 ,” *: __ ,“-~, I i., j j^.*TsIT,* ‘,, 

request and receipt of a stamped, self-addressed envelo+~the Records“‘ ’ . ‘. ” _. 
Repository Team, the Foreign Inspection Teah,‘or the twA;;~riatg fyi a.&;si;;;i 

, . - ‘_, (_ j.““. 
office will verify registration numbers or provide the location of a‘~egistered ” ’ .“’ ii -. . ‘.. * ~ 

,* -< ,,g _‘.% ., , )rl “,,, “̂  _” _.e.. “i^ CAl. S”“.. 1. ,c , ,*-, , 
establishment. The mailing address for the Foreign Inspection Team 1s: 

I . . 
./ ..,_ .,. “.l __ - _. 

i 
for Drug Evaluation and Research (%@~~r'25), Food and Drug Admnrstrat:,~~;“~‘~’ “’ ’ ” 

,_,( -“11, .-> t ;. 1 (_ 
5600 Fishers Lane, Rockville, MD 20857.. ” “’ * * : .\:I. ! ‘;. “1 ‘, “1: 1 ’ :’ : 

“. . . . 
* * * * * ,^ 

., ,. 

\ /. 

-, _>-._ _.. _^ 
q 15. The authority citation for 21 CFR part 314 continue&o rea’~.~~~~~~~~s:‘~~~’ ’ ‘. ~ 

,, ,“.. ,-- ,^ ,._ _jj ,: ,._ 
. . ^, . _ ,- /, .,. _ : 

‘- I “(1’ _ _ ,__I. -/ ;:. a -‘:* .a-, -,- 
Aufhor.iIy21U.S.C. 321, 331,351,~352,353,355,355ij 356,‘~~5ija,~,56b,356c, 

: 
‘: ’ 

. .,, ._ phrase “Drug Listing Branch (HFD~3”~4),, and .by addin.Lin its pra&*‘ti;; ;hr;;;l;‘3’ ’ “‘,“<‘-:,;I ‘j s 1 i, ,, *“a . . 8, 

_ : .,.,_” ,._ . ; ,‘. 

“Records Repository Team (HFD44’3)“. 
c_* ” ., _^ _. . ,“S_ ,: * . ::r , 1 ^ ., 

8 314.200 [Amendedj 1 ,“. ~ ^ _. 



by adding in its place the phrase “Division of New ‘ISriigs”&d L&$i~~ ” ” ,i ~ ‘_.,, __ 
Compliance (HFD-310), Office of Ctitipliance”. 

Dated: AUG 3 BJ? .-.. ,., ,,, ,Ad., 
August 3, 2004. 

-. : j “, . 

Jeffrey Shuren, ' 
Assistant Commissioner for Policy. 

: 

[FR Do& 04-????? Filed ??-??-04; 8:45 am] 

.” ,_ 

.” 


